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ENSURING TREATMENT ADHERENCE & COMPLETION and
PROVIDING DIRECTLY OBSERVED THERAPY - DOT

FOR PERSONS WITH SUSPECT OR ACTIVE TUBERCULOSIS DISEASE OR
LATENT TUBERCULOSIS INFECTION (LTBI)

GUIDELINE for ESTABLISHING EFFECTIVE
POLICIES, PROCEDURES AND PRACTICES

This guideline has been developed by the Wisconsin Department of Health and Family Services
as atool to assist local health departments in updating or developing policies, procedures and
practices for the care of clients with tuberculosis. It serves as a model and needs to be adapted
according to each local health department’s needs. Items that provide additional information,
education or reference are in italics or are otherwise highlighted, such as in boxes. These
portions are included for use during the adaptation process, are not written in policy and
procedure language and are not required to be in the local health department’s final policy and
procedure documents.

Because it is not possible for any guideline to address al potential situations for individuals,
clinical judgement must always be exercised. All other legal requirements must be followed to
ensure “due process’ and al laws pertaining to minors and/or persons with guardians are to be
followed when implementing this guideline.

When federal regulations, state statutes, administrative codes, CDC endorsed guidelines or
standards of practice pertaining to tuberculosis are revised, the Division of Public Health will
notify local health departments of the availability of these resources. Local health departments
need to update their policies, procedures and practices accordingly to remain consistent with
ongoing changes in legal requirements and tuberculosis care, for both the health of the affected
individuals and the health of the public.
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GUIDELINE for POLICY DEVELOPMENT

|. Termsand Definitions:

Adherence — Consistently maintaining a prescribed medication regimen as aresult of a
cooperative partnership in which the client participates fully and is supported by the provider, the
two parties having shared responsibilities for treatment outcomes.

Culture Confirmed Tuberculosis — Tuberculosis disease that has been confirmed by culture-
positive identification on a clinical specimen.

Directly Observed Therapy (DOT) — The ingestion of prescribed anti-tuberculosis medication
that is observed by a health care worker or other responsible person acting under the authority of
the local health department.

Drug Resistant TB — TB from a strain of M. tuberculosis that has the ability to grow and
multiply in the presence of adrug that is usually effective against TB. Types of drug resistance
include:

- Acquired resistance — A phenomenon in which exposure to a single drug, due to irregular
drug supply, poor drug quality, inappropriate prescription and/or poor adherence to treatment
suppresses the growth of bacilli susceptible to that drug but permits the multiplication of
drug-resistant organisms.

- Multi-drug resistance — A condition in which the organismsin the body are resistant to at
least isoniazid and rifampin.

- Primary resistance — Subsequent transmission of bacilli that are drug resistant to other
persons that may lead to disease which is drug resistant from the outset, also known as
transmitted resistance.

- Transmitted resistance — TB drug resistance that occurs when a strain of TB already
resistant to one or more anti-TB drugs is transmitted to a new case and results in resistance to
the same number and types of drugs asin the source case; also known as primary resistance.

Enablers— Things that help a person overcome other pressing needs in their lives that compete
with treatment adherence or DOT, thus promoting and supporting completion of treatment.

Extrapulmonary tuberculosis — Tuberculosis in any part of the body other than the lungs.
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High prevalence groups— Groups of people who are more likely to be exposed to and infected
with TB, including close contacts of people with infectious TB, people born in areas of the world
where tuberculosis is common, low-income groups with poor access to health care, elderly
people, people who live or work in certain facilities, people who inject drugs and people in other
locally identified groups.

High-risk populations— Certain demographic groups who are at a greater risk than the genera
U.S. public to contract a particular disease. In the case of TB, these groups include individuals
who are economically disadvantaged; co-infected with HIV; persons from countries where TB is
endemic; members of aracia or ethnic minority group; substance abusers;, homeless persons,
migrant workers; incarcerated; very young or advanced in age and those with medical risk
factors for tuberculosis.

High-risk tuberculosis— An infection with tuberculosis that is highly likely to progress to active
disease and may easily become infectious if it remains untreated.

I mmunocompetent — Capable of producing normal or adequate immune responses.

I mmunosuppression — The suppression of natural human responses to infection as caused by
disease, malnutrition, or medical treatment involving drugs or irradiation.

I ncentives — Rewards that are given to clients either to encourage them to take their medications
or to adhere to regular clinic or field visits for DOT.

I nfection — The condition in which organisms capable of causing disease enter the body and
elicit a response from the host’'s immune system. TB infection may or may not lead to active TB
disease, however persons with infection remain at life-long risk of developing active disease if
their infection goes untreated. Also known as latent tuberculosis infection (LTBI).

I nfectious tuber culosis— Tuberculosis disease of the respiratory tract, capable of producing
infection or disease in others as demonstrated by the presence of acid-fast bacilli in the sputum or
bronchial secretions or by chest radiograph and clinical findings.

I nter mittent ther apy — Medications administered two or three times per week, rather than daily.
All intermittent therapy must be directly observed by a health care worker or other responsible
person acting under supervision.

I nter pretation—the ora restating in one language of what has been said in another language.
Interpreted information should accurately convey the tone, level and meaning of the information
givenin the original language. (National Association of Judiciary Interpreters and Translators)

Laryngeal tuberculosis— Tuberculosis of the larynx; often considered more infectious than
pulmonary TB; organisms are generally exhaled by the person with the disease.

Latent TB infection (LTBI) — Infection with M. tuberculosis, usualy detected by a positive
PPD skin test result, in a person who has no symptoms of active TB or radiographic evidence of
active TB, and is not infectious. Tubercle bacilli are present in the body but the disease is not
clinically active; same as TB infection.
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Medicaid Tuberculosis-Related Benefit (MA TR Benefit) — A Medicaid benefit that covers
TB clinical services for individuals meeting the financia digibility requirements who are
infected with tuberculosis or those who have active disease.

Relapse — Active TB that develops within the first two years after successful completion of
therapy. In such cases of relapse, the organism often has a susceptibility pattern that is similar to
that of the initial infection. The possibility of a new infection with M. tuberculosis should also
be considered.

Suspect tuberculosis — An illness marked by symptoms such as prolonged cough, prolonged
fever, hemoptysis, compatible radiographic or medical imaging findings; or laboratory tests that
may be indicative of tuberculosis.

Symptomatic — Having symptoms that may indicate the presence of TB or another disease, such
as cough, fever, night sweats, weight loss, hemoptysis, etc.

TB Case— A particular episode of clinically active TB. Thisisonly used to refer to the disease
itself, not the client with the disease. By law, cases of TB must be reported to the local health
department as well as suspect tuberculosis as defined above.

Trandation — the written conversion of written materials from one language to another.

Treatment failures— TB disease in clients whose disease does not respond to chemotherapy or
in clients whose disease worsens after having improved initially. For a pulmonary tuberculosis
case thisis evidenced by a positive acid-fast sputum culture after 5 months of treatment. This
can be the result of an inappropriate dosage or inadequate number of drugs, client nonadherence,
mal absorption, or organism resistance.
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[I. Purpose:

The purpose of this policy is to ensure adherence to prescribed treatment regimens for persons
with suspect or active tuberculosis disease or latent tuberculosis infection (LTBI). Thisis done
by ensuring that persons affected by tuberculosis receive the appropriate care and management
services, including directly observed therapy (DOT) asindicated to protect the health of the
public and to eventually eliminate tuberculosis.

“All TB control islocal control.” All TB prevention and control activities are the responsibility
of thelocal health department. It isthe health department’ s responsibility to ensure that
adherence with treatment is maintained, treatment is completed and risk of transmission to
othersiseliminated. Directly observed therapy (DOT) is a standard of care in tuberculosis
treatment and management. The local health department is responsible for ensuring that the
care delivered and/or arranged for by the health department protect the health of the public.
This guideline serves as an adjunct to help the local health department meet the standard of care
for tuberculosis.

[11. Persons Affected/Responsible:

This policy will be carried out by under the direction of
(List staff positions affected)

the health officer of the health department.

City/County

V. Suggested Policy Language:

The Health Department will ensure that all clients are
comprehensively assessed and evaluated and that they are considered for DOT. Supportive
services and incentives/enablers that reduce barriers to adherence will be provided or arranged
for by the health department to ensure completion of treatment and to protect the health of the
public. The Health Department will ensure that al clients for whom DOT is indicated by CDC
protocols, standards of practice or recommendations of the W1 TB Program, will be provided
with DOT.

“CDC and the American Thoracic Society recommend that DOT be considered for all

clients because of the difficulty in predicting whether a client will be adherent.”
Improving Client Adherence to Tuberculosis Treatment, CDC, 1994

The Health Department will prioritize the provision of all public health services for tuberculosis
in their jurisdiction with emphasis on: first, the care of persons with suspect and active disease;
second, persons who are close or high-risk contacts of persons with suspect or active disease; and
third, those with latent tuberculosis infection (LTBI). The health department will evaluate data
to determine the percentage of clients in their jurisdiction who complete therapy and will expand
the use of measures to increase medication adherence, including increasing DOT if necessary, to
meet established treatment completion goals and to protect the health of the public.
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The Health Department may choose to support the use of unlicensed personnel or volunteers as
determined by health department decision, as a valuable adjunct to assure medication adherence
for persons affected by tuberculosis. If such persons are utilized, the health department and staff
will adhere to statutes, rules and standards of practice for the implementation of such services.

The Health Department will utilize legal measures for persons who fail to adhere to prescribed
medi cations and present arisk to the health of the public. When persons with tuberculosis refuse
to adhere to prescribed medications and/or at any time present a risk to the health of the public,
the health officer may issue an order requiring the person to receive DOT. Should it become
necessary at any time, the health officer or the Department of Health and Family Services
(DHFS) will obtain an order from the court to provide DOT. (Seelsolation Guidelinefor an
adaptable sample of a typical health officer order. See this appendix for sample DOT Court Order.)

If the person fails to comply with court ordered DOT, the person may be subject to isolation or
confinement pursuant to s. 252.07(8) and (9), Wis. Stats., or to other and additional sanctions as
the Court may determine. The Health Department will follow the policies and procedures for
Isolation or Confinement as indicated.

V.Legal Authority:

The local health officer has authority under Wisconsin Statutes, Wis. Stats. ss. 252.07(8) &
252.07(9) and Wisconsin Administrative Code HFS 145.05 (1).
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GUIDELINE for PROCEDURE DEVELOPMENT

|. Termsand Definitions:

Adherence — Consistently maintaining a prescribed medication regimen as aresult of a
cooperative partnership in which the client participates fully and is supported by the provider, the
two parties having shared responsibilities for treatment outcomes.

Culture Confirmed Tuberculosis — Tuberculosis disease that has been confirmed by culture-
positive identification on a clinical specimen.

Directly Observed Therapy (DOT) — The ingestion of prescribed anti-tuberculosis medication
that is observed by a health care worker or other responsible person acting under the authority of
the local health department.

Drug Resistant TB — TB from a strain of M. tuberculosis that has the ability to grow and
multiply in the presence of adrug that is usually effective against TB. Types of drug resistance
include:

- Acquired resistance — A phenomenon in which exposure to a single drug, due to irregular
drug supply, poor drug quality, inappropriate prescription and/or poor adherence to treatment
suppresses the growth of bacilli susceptible to that drug but permits the multiplication of
drug-resistant organisms.

- Multi-drug resistance — A condition in which the organisms in the body are resistant to at
least isoniazid and rifampin.

- Primary resistance — Subsequent transmission of bacilli that are drug resistant to other
persons that may lead to disease which is drug resistant from the outset, also known as
transmitted resistance.

- Transmitted resistance — TB drug resistance that occurs when a strain of TB already
resistant to one or more anti-TB drugs is transmitted to a new case and results in resistance to
the same number and types of drugs as in the source case; also known as primary resistance.

Enablers— Things that help a person overcome other pressing needs in their lives that compete
with treatment adherence or DOT, thus promoting and supporting completion of treatment.

Extrapulmonary tuberculosis — Tuberculosis in any part of the body other than the lungs.
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High prevalence groups— Groups of people who are more likely to be exposed to and infected
with TB, including close contacts of people with infectious TB, people born in areas of the world
where tuberculosis is common, low-income groups with poor access to health care, elderly
people, people who live or work in certain facilities, people who inject drugs and people in other
locally identified groups.

High-risk populations— Certain demographic groups who are at a greater risk than the genera
U.S. public to contract a particular disease. In the case of TB, these groups include individuals
who are economically disadvantaged; co-infected with HIV; foreign born; members of aracial or
ethnic minority group; substance abusers, homeless persons, migrant workers; incarcerated; very
young or advanced in age and those with medical risk factors for tuberculosis.

High-risk tuberculosis— An infection with tuberculosis that is highly likely to progress to active
disease and may easily become infectious if it remains untreated.

I mmunocompetent — Capable of producing normal or adequate immune responses.

I mmunosuppression — The suppression of natural human responses to infection as caused by
disease, malnutrition, or medical treatment involving drugs or irradiation.

I ncentives — Rewards that are given to clients either to encourage them to take their medications
or to adhere to regular clinic or field visits for DOT.

I nfection — The condition in which organisms capable of causing disease enter the body and
elicit a response from the host’s immune system. TB infection may or may not lead to active TB
disease, however persons with infection remain at life-long risk of developing active disease if
their infection goes untreated. Also known as latent tuberculosis infection (LTBI).

I nfectious tuber culosis— Tuberculosis disease of the respiratory tract, capable of producing
infection or disease in others as demonstrated by the presence of acid-fast bacilli in the sputum or
bronchial secretions or by chest radiograph and clinical findings.

Inter mittent ther apy — Medications administered two or three times per week, rather than daily.
All intermittent therapy must be directly observed by a health care worker or other responsible
person acting under supervision.

I nter pretation—the ora restating in one language of what has been said in another language.
Interpreted information should accurately convey the tone, level and meaning of the information
given in the original language. (National Association of Judiciary Interpreters and Translators)

Laryngeal tuberculosis— Tuberculosis of the larynx; often considered more infectious than
pulmonary TB; organisms are generally exhaled by the person with the disease.

Latent TB infection (LTBI) — Infection with M. tuberculosis, usually detected by a positive
PPD skin test result, in a person who has no symptoms of active TB and no radiographic
evidence of active TB and is not infectious. Tubercle bacilli are present in the body but the
disease is not clinically active; same as TB infection.

10
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Medicaid Tuberculosis-Related Benefit (MA TR Benefit) — A Medicaid benefit that covers
TB clinical services for individuals meeting the financial eligibility requirements who are
infected with tuberculosis or those who have active disease.

Relapse — Active TB that develops within the first two years after successful completion of
therapy. In such cases of relapse, the organism often has a susceptibility pattern that is similar to
that of the initial infection. The possibility of a new infection with M. tuberculosis should also
be considered.

Suspect tuber culosis — An illness marked by symptoms such as prolonged cough, prolonged
fever, hemoptysis; compatible radiographic or medical imaging findings; or laboratory tests that
may be indicative of tuberculosis.

Symptomatic — Having symptoms that may indicate the presence of TB or another disease, such
as cough, fever, night sweats, weight loss, hemoptysis, etc.

TB Case— A particular episode of clinically active TB. Thisisonly used to refer to the disease
itself, not the client with the disease. By law, cases of TB must be reported to the local health
department as well as suspect tuberculosis as defined above.

Trandation — the written conversion of written materials from one language to another.

Treatment failures— TB disease in clients whose disease does not respond to chemotherapy or
in clients whose disease worsens after having improved initially. For a pulmonary tuberculosis
case thisis evidenced by a positive acid-fast sputum culture after 5 months of treatment. This
can be the result of an inappropriate dosage or inadequate number of drugs, client nonadherence,
mal absorption, or organism resistance.

11
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[I. Purpose:

This procedure will enable the Health Department staff to carry out the activities required for
tuberculosis treatment adherence, completion of therapy and Directly Observed Therapy (DOT)
using the priorities for services established by health department policy. DOT is utilized to
ensure that the individual with suspect or confirmed tuberculosis completes medical treatment to
prevent relapse, continued transmission and development of drug resistance. For those persons
who are infected with tuberculosis, DOT isimplemented to prevent progression to active disease
and to progress toward the elimination of TB. These procedures will be implemented according
to current CDC protocols and standards of practice for the protection of the health of the public
and as specified in Wisconsin statutes and rules.

[11. Persons Affected/Responsible:

This procedure will be carried out by under the direction
(List staff positions affected)
of the health officer of the Health Department.
City/County

“Noncomplianceis now being called the most significant problem that tuberculosis program

staff must face...”
Enablersand I ncentives, Division of Tuberculosis Control, South Carolina Department of Health

V. Suggested Procedure Language:

Recommendation: All care providers should read at least these resources prior to implementing this procedure:
The booklet entitled “Improving Client Adherence to Tuberculosis Treatment”, CDC, 1994
Chapter VII — Client Compliance (Adherence) — from the manual, Tuberculosis Nursing: A Comprehensive
Guideto Client Care. NTCA, 1997
The booklet entitled “Enablers and Incentives’, Division of Tuberculosis Control, South Carolina
Department of Health

A. Establish agency plan that addresses the risks of treatment non-adherence, issues related to
lack of treatment completion, full utilization of community resources and priority setting to
protect the health of the public and meet standards of practice for tuberculosis care.

1. Place those with suspect or confirmed active disease as the first priority for health department
assessment and intervention, including DOT, followed by those who are close or high-risk
contacts to active disease and then others with LTBI.

2. Determine what resources are available in your community to streamline DOT when needed,
such as jail nurses, parish nurses, school nurses, home health agency personnel, community
support program staff, community leaders, other responsible persons, etc.

3. Evaluate and implement the Incentive Program for Tuberculosis Control administered by the
American Lung Association of Wisconsin if indicated.

12
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B. Assessclient needsand environmental factorsto guide development of individualized
care and management, including DOT when indicated.

1. Evaluateall personswho arereferred for tuberculosis care, faceto face, to determine
theneed for DOT both initially and on an ongoing basis.

2. Vdidate information from referral and other sources. Collect and evaluate relevant new
information.

3. Consult health officer or supervisor according to health department policy/procedure/practice
regarding assessment findings and decision-making regarding DOT and document.

4. Assess for the potential negative effect, for disease transmission/progression if treatment is

incomplete, as well as for the risk of non-adherence by the client. (For example, istherea
vulnerable population in the person’ s environment, such as young children or thosewho are HIV +,

that make it imperative to halt potential transmission?)

5. Assess and prioritize candidates for DOT based upon at |east the factors listed below and on
the comprehensive assessment findings. (Make no assumptions; the higher the risk of non-
adherence or potential disease transmission/progression, the moreimperativeit isto implement DOT
to protect the health of the public. See sample assessment formin appendix as a decision-making aid,
however no procedure detail or assessment form replaces the judgement of the public health nurses

and the health officer.)
a) Consider DOT imperative with the presence of any of these factors —

Prescription is for intermittent therapy

Suspicion or confirmation of drug resistance to one or more TB drugs

Infectiousness/potential for transmission (i.e. smear +, symptomatic, vulnerable

contacts)

HIV Positive

Recurrent TB disease

History of non-adherence to prescribed TB medications

Lack of sputum clearing or lack of clinical improvement despite treatment.

Homeless, or staying in a shelter or in atenuous living situation; flight risk

Using IV drugs, using excess alcohol, other substance abuse

10 Y oung age of suspect/case with active disease (i.e., under age 18)

11. Close or high-risk contact (young child or HIV+) on window prophylaxis

12. History/presence of mental, physical, developmental, cognitive iliness or disability, no
caregiver

13. Too ill, elderly, frail, impaired or forgetful to self-manage, no caregiver

wNeE

©ooNO A

b) Give strong consideration to DOT with the presence of any of these factors which indicate
a high risk for negative outcome or client non-adherence if DOT is not implemented —

1. Extrapulmonary TB with any medical or nonadherence risk factors
2. Children on LTBI therapy whose parents have any medical or nonadherence risk
factors

13
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Adherence questionable, vulnerable persons present (HIV +, young children)
History or presence of alcohol or other substance use

History or current adverse reactions or side effects attributed to TB drugs

History of poor adherence during any medical management

Denial/refusal to accept TB diagnosis (may believe BCG provided protection, etc.)

N kW

c) Consider that without DOT, the presence of any of these factors indicates arisk is evident for
disease progression if treatment is incomplete —

1. History of incarceration; life rebuilding is taking priority (work, housing, etc.)

2. Lack of insight/understanding of the potential negative medical effects of non-
adherence

3. Cultural risk factors — Language/communication/family issues, distrust of the health
care system

4. Avoidance of government/authorities/institutions for fear of revealing immigration
satus

5. Past/current negative experience with socia service, health care or third party
payors

6. Subject to poverty, unemployment, underemployment, uninsured/underinsured

7. Preoccupation with other economic, family, social or substance abuse issues

8. Any other individual reasons that point to potentia difficulty taking medications,
such as difficulty swallowing pills, etc.

6. Document the assessment findings that are present or absent, the comprehensive assessment,
and any consultation or decision-making with supervisory staff or the health officer for DOT
prioritization.

7. Assess for and respect cultural, individual and family differences that will contribute to
development of strong, trusting relationships with the person and the family thus increasing
the likelihood of adherence to therapy.

8. Determine the need for interpreters and/or trandators and provide or arrange for services as
needed taking into account at least the following considerations: (See appendix for additional
information on cultural concepts.)

a) Avoid use of family members, especialy children.

b) Usetrained medical interpreters whenever possible to avoid lack of understanding of
medi cal/health care terminol ogy.

c) Keep in mind that there may be no equivalent word in the client’s language and the
interpreter may interject their own interpretations or misunderstandings may occur.

d) Recognize that client and family may be reluctant to reveal information through athird
party due to fear of lack of confidentiality, especialy about sensitive information.

€) Assure confidentiality of information when using interpreters/trangd ators and adhere to
agency confidentiality policies and procedures. Reassure clients and families that
measures are taken to ensure confidentiality.

f) Tak with the interpreter before the interviews and ensure that the interpreter uses the
client’s own words for trangdlations; keep words ssmple and concrete.

14
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g Addressclient directly (not interpreter) and maintain eye contact unless thisis culturally
offensive to the client or they have not adapted to this practice in American culture.

h) Watch clients and family members for cues and convey through your body language,
expression and tone that you care, despite language barriers.

i) Use correct pronunciation of client’s names and some key phrases related to TB in the
client’s language if possible.

j) Familiarize yourself with the history and culture of the racia or ethnic populations
served.

Build knowledge of various culturesinto your practice while continuing to recognize that each person is unique.

9. Assessclient and family’s knowledge about their condition and determine and implement
appropriate education and the strategies needed to ensure completion of trestment.

10. Correct myths and misunderstandings early in treatment and provide clients and families with
accurate facts about tuberculosis and what is needed for cure.

C. Individualizing strategiesto increase adherence and implementing DOT

1. Develop anindividualized approach to each client’s care, including DOT when indicated.
(See document in appendix entitled “ Elements of a Treatment Plan for TB Clients” for a framework.)

2. Develop individualized treatment adherence strategies that encourage success for all clients,
especidly if DOT is not implemented, by doing at least the following:

a) Foster client and family participation at all levels including selecting the approaches for
care, such as the time and place for visits. Also consider partial DOT if appropriate.

b) Utilize the person’s interests and motivating factors, especially in selecting incentives and
enablers for adherence, regardiess of DOT status. (Begin with small incentivesto allow trust
to build and to avoid overwhel ming the person.)

c) Utilize the client’s personal strengths, support systems and local resources to overcome
barriers to adherence, capitalizing on their need to protect those who are important to
them.

d) Remain open to the potential need to change and vary approaches, incentives and enablers
as the treatment plan progresses and relationship with client evolves.

3. Revise approaches when indicated based upon ongoing assessment and evaluation, share
changes with team members and document accordingly.

a) Follow health department policies, procedures and standards of practice for persons
employed by the health department or other responsible persons used to assist with DOT.
(See appendix for supportive documents: DOT by Responsible Persons, Skill & Training
Checklist, Sample Tool for Volunteer Recording and Medication Monitoring F